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WARNING LETTER 

Dear Ms. Bowser: 

On May 20,21,22,23,27, and 28,2003, we inspected your seafood processing facility, 
located at 678 Grinder Way #A, Stockton, California. We found that you have serious 
deviations Tom the Seafood Hazard Analysis and Critical Control Points (HACCP) 
Regulation, Title 21, Code of Federal Regulations, Part 123 (21 CFR 123). In accordance 
with 21 CFR 123.6(g), failure of a processor to have and implement a HACCP plan that 
complies with this section or otherwise operate in accordance with the requirements of 
this part renders the fishery products adulterated within the meaning of Section 402(a)(4) 
of the Federal Food, Drug, and Cosmetic Act (the Act), 2 1 U. S.C. 0 342(a)(4). 
Accordingly your fish and fishery products are adulterated, in that the products have been 
prepared, packed, or held under insanitary conditions whereby they may have been 
rendered injurious to health. 

You may tind the Act and the Seafbod HACCP Regulation through links in FDA’s home 
page at www.fda.nov. 

The deviations were as follows: 

1. You must implement the record keeping system that you listed in your HACCP 
plan, to comply with 2 1 CFR 123.6(b). However, your firm did not record 
monitoring observations at any of the critical control points (receiving, cooling, 
storage) to control the various hazards listed in your HACCP plan for fish and 
fishery products. 

Our review of your blank monitoring record forms and HACCP plan has also 
determined that some of the forms do not include places to record observations of 
whether your critical limit is being met or not. For example, your receiving 
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record  does  n o t have  a  p lace  to  record  in ternal  te m p e r a tu res  o r  adequacy  o f th e  
ice. 

2 . Y o u  m u s t have  a  H A C C P  p lan  th a t, a t a  m inim u m , lists th e  crit ical l im its th a t 
m u s t b e  m e t, to  comp ly  wi th 2 1  C F R  1 2 3 .6(c)(3) .  A  cri t ical l im it is d e fin e d  in  2 1  
C F R  1 2 3 .3(c)  as  ‘th e  m a x i m u m  or  m inim u m  va lue  to  wh ich  a  physical ,  
b io logical ,  o r  chemica l  p a r a m e ter  m u s t b e  con tro l led a t a  cri t ical con trol po in t to  
p reven t, e l im ina te , o r  reduce  to  a n  accep tab le  level  th e  occur rence  o f th e  
i den tifie d  fo o d  sa fe ty haza rd .” 

a  H o w e v e r , you r  fh m ’s H A C C P  p l a n  l ists a  cri t ical l im it “A ll k n o w n  h is tamine-  
p roduc ing  f ish wi l l  n o t b e  a c c e p te d  if th e  te m p e r a tu re  is h i ghe r  th a n  # d e g r e e s  
F.” th a t is i n a d e q u a te  to  c o n trol h & a m i n e  fo r m a tio n z  F D A  r e c o m m e n d s  a  
cri t ical l im it o f 4 0  d e g r e e s  F  as  a u  a d e q u a te  c o n trol fo r  h i s tamine  fo r m a tio n  a t 
you r  Rece iv ing  cri t ical c o n trol p o i n t. 

b . H o w e v e r , you r  & m ’s H A C C P  p l a n  l ists a  cri  ’ lim it “A ll f resh p r o d u c ts wi l l  
b e  m a i n ta m e d  a t a  te m p e r a tu re  n o t to  4  ex  eg ress  F  a n d  wi l l  b e  p rocessed  
o r  sh ipped  wi th in th e  fo l low ing  tim e  f i-am e  from  th e  d a te  o r  receipt.” a t th e  
Chi l led  S to r a g e  cri t ical c o n trol p o i n t th a t is n o t a d e q u a te  to  c o n trol h i s tamine  
fo r m a tio n  in  S c o m b r o tox in  fo r m i n g  spec ies  a n d  Clos t r id ium b o tzd inum in  th e  
v a c u u m  p a c k e d  s m o k e d  f ish y o u  store. 

F D A  current ly  r e c o m m e n d s  th a t coo le r  te m p e r a tu res  b e  m a i n ta i n e d  a t 4 0  d e g r e e s  
o r  less fo r  S c o m b r o tox in  fo r m i n g  spec ies  a u d  v a c u u m  p a c k e d  s m o k e d  fish. In  
a d d i tio n , F D A  d o e s  n o t cons ide r  m o n i to r ing  in terna l  te m p e r a tu res  a n  a d e q u a te  
m e th o d  o f assur ing  th a t S c o m b r o tox in  fo r m i n g  f ish a n d  v a c u u m  p a c k e d  s m o k e d  
f ish a re  h e l d  a t consis tent ly  sa fe  te m p e r a tures.  W e  current ly  r e c o m m e n d  th a t 
e i ther  th e  a m b i e n t te m p e r a tu re  in  th e  coo le r  b e  m o n i to r e d  wi th a  c o n tin u o u s  
m o n i to r ing  sys tem a  th a t th e  s e a fo o d  b e  s u r r o u n d e d  in  ice  a n d  th e  a d e q u a c y  o f 
th e  ice  b e  c h e c k e d  twice a  d a y . 

c. H o w e v e r , you r  G - m ’s H A C C P  p l a n  fa i ls  to  list a  cr i t ical l im it a t th e  Rece iv ing  
cri t ical c o n trol p o i n t to  c o n trol C los t r id ium b o tu l i num in  th e  v a c u u m  p a c k e d  
re f r igerated s m o k e d  f ish you r  rece ive.  

F D A  r e c o m m e n d s  y o u  m o n i to r  th e  a d e q u a c y  o f th e  coo l i ng  m e d i a  su r round ing  
th e  f ish du r i ng  s h i p m e n t g  th a t y o u  requ i re  you r  t ranspor ter  to  m o n i to r  sh ipp ing  
te m p e r a tu res  by  s o m e  m e th o d  th a t assures  th a t th e  f ish w e r e  m a i n ta i n e d  a t sa fe  
te m p e r a tu res  th r o u g h o u t t ransport .  F D A  r e c o m m e n d s  a  cri t ical l im it o f 4 0  
d e g r e e s  F  if y o u  c h o s e  to  m o n i to r  t ranspor ta t ion te m p e r a ture.  

3 . Y o u  m u s t ta k e  correct ive ac t ion  w h e n  a  dev ia t ion  f i -om a  cri t ical l im it occurs,  to  
comp ly  wi th 2 1  C F R  1 2 3 .7(a) .  S e c tio n s  1 2 3 .7 (b )  a u d  (c ) requ i re  th a t a  correct ive 
ac t ion  ensu res  th a t n o  p r o d u c t e n ters  c o m m e r c e  th a t is e i ther  in ju r ious  to  h e a l th  o r  is 
o the rw ise  a d u l te ra ted  as  a  resul t  o f th e  dev ia t ion  a u d  th a t th e  c a u s e  o f th e  dev ia t ion  
is corrected.  S ince  y o u  c h o s e  to  i nc lude  correct ive ac t ions in  you r  H A C C P  p l a n , 
you r  desc r i bed  correct ive ac t ions m u s t b e  appropr ia te ,  to  comp ly  wi th 2  1  C F R  
1 2 3 .7(b) .  H o w e v e r , 



B  
I 

L i n d a  M . B o w s e r , O w n e r  P a g e  3  
Pacif ic S e a tb o d . S tock ton C A  

a . Y o u r  cost ive ac tio n  p lan  fo r  f ish a n d  f ishery p roduc ts a t th e  Rece iv ing  
cri t ical c o n trol p o i n t fh i ls  to  a d e q u a te ly  
fo l m a tioll. Y o u r  l isted te m p e r a tu re  in  th e  
deg rees )  exceeds  your  l isted crit ical l im it 
m u s t b e  taken  w h e n  your  cri t ical l im it is 
f ish fo r  decompos i tio n  is n o t a  re l iab le  m e th o d  ti assur ing  d e tec tia n  o f 
h i s&m ine  fo r m a tio n . P a g e  %  in  C h a p te r  7  o fth e  G u idance  p rov ides  
e x a m p l e s  o f appropr ia te  correct ive act ions.  

b . Y o u r  comct ive act ion  p l a n  fo r  f ish a n d  f ishery p r o d u c ts a t th e  Ch i l l ed  
S to r a g e  cri t ical c o n trol p o i n t is n o t a d e q u a te  to  c o n trol h i s tamine  fo r m a tio n  
a u d  CZost r id ium b o td i n u m . Y o u  d o  n o t list h o w  y o u  wi l l  correct  tie  c a u s e  
0  e  dev ia t ion.  Y o u r  l is ted te m p e r a tu re  in  th e  
a  

rrect ive ac t ion  p l a n  (i.e. 
g rees )  e x c e e d s  your  l is ted cri t ical l im it 0  f&  grees .  Correct ive  

act ion(s)  m u s t b e  ta k e n  w h e n  your  cr i t ical l im it is e x c e e d e d . In  a d d i tio n , 
F D A  d o e s  n o t cons ide r  sensory  eva lua t ions  to  b e  a d e q u a te  m e th o d s  fo r  
d e te rm in ing  th e  p r e s e n c e  o f e i ther  o f th e s e  hazards .  

A t th e  conc lus ion  o f th e  inspect ion,  th e  dev ia tions  we re  l isted o n  F o r m  F D A  4 8 3  a n d  
d iscussed with you . A  copy  o f th is  fo r m  is enc losed  fo r  your  ready  re fe rence . Th is  list is 
n o t m e a n t to  b e  a n  a l l - inc lus ive list o f v iolat ions. Y o u  a re  respons ib le  fo r  ensur ing  th a t 
your  p rocess ing  faci l i ty o p e r a tes  in  comp l iance  with th e  A ct, th e  sea fo o d  H A C C P  
regu la tio n , a n d  th e  Cur ren t G o o d  M a n u fac tu r ing  P ract ice regu la tio n  (2  1  C F R  110 ) . 

W e  m a y  take  fu r the r  ac tio n  if you  d o  n o t p r o m p tly correct  these  violat ions. For  instance,  
w e  m a y  take  fu r the r  ac tio n  to  se ize your  p roduc ts a n d /o r  en jo in  your  firm  from  o p e r a tin g . 
P lease  respond  in  wr i t ing wi th in fifte e n  (15)  work ing  days  o f receipt  o f th is  letter. Y o u r  
response  shou ld  o u t l ine th e  speci f ic th ings  you  a re  do ing  to  correct  these  dev ia tions . Y o u  
m a y  w ish  to  inc lude in  your  response  d o c u m e n ta tio n  o r  o the r  use fu l  inform a tio n  th a t 
wou ld  assist us  in  eva lua tin g  your  correct ions.  If you  c a n n o t comp le te  al l  correct ions 
b e fo re  you  respond , w e  expec t th a t you  wi l l  exp la in  th e  reason  fo r  your  de lay , a n d  state 
w h e n  you  wi l l  correct  any  rema in ing  dev ia tions . 

Mo reove r , p lease  n o te  th a t ou r  rev iew o f your  H A C C P  p lan  has  d e te rm ined  th a t you  
a p p e a r  to  have  wri t ten o n e  p lan  th a t is to  app ly  to  al l  th e  p roduc ts you  process,  
i r respect ive o f th e  hazards  a n d  processes  assoc ia ted with th e  p roduc ts. Th is  is a  v io lat ion 
o f 2  1  C F R  1 2 3 .6(b)(2) .  Y o u r  p lans  m u s t b e  speci f ic to  each  k ind  o f f ish a n d  f ishery 
p roduc t. T h e  p lan  m a y  g r o u p  k inds o f f ish a n d  f ishery p roduc ts to g e the r  on ly  if th e  fo o d  
sa fe ty hazards , cri t ical con trol po in ts, cri t ical l im its a n d  p rocedures  a re  i den tical fo r  al l  
f ish a n d  f ishery p roduc ts so  g r o u p e d . Y o u r  p lan  inc ludes re f r igerated raw  S c o m b r o tox in  
fo rm ing  species;  re f r igerated cooked  ready- to -ea t c rab , c rus tacean a n d  lobster  m e a t; a n d  
v a c u u m  packed  s m o k e d  fish. T h e  hazards  assoc ia ted with these  p roduc ts a re  different. 
T h e  crit ical con trol po in ts necessary  fo r  your  cooked  ready  to  e a t c rab  a n d  lobster  m e a t 
differ from  th e  ones  necessary  fo r  S c o m b r o tox in  fo rm ing  spec ies  a n d  v a c u u m  packed  
s m o k e d  fish. 

Fur th e r m o r e , du r ing  th e  M a y  2 0 0 3  inspect ion,  you  to ld  ou r  invest igator  th a t you  n o  
longer  cook  sea fo o d . W e  r e c o m m e n d  th a t your  p lan  b e  u p d a te d  to  re flec t this. If you  
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decide to begin your cooking process again, please be aware that significant deviations 
exist with the cooking and cooling critical control point that must be corrected to ensure 
that you produce a safe product. 

Please send your reply to: Ms. Harumi Kishida, Compliance Officer, U.S. Food and Drug 
Administration, 143 1 Harbor Bay Parkway, Alameda, CA 94502-7070. If you have any 
questions regarding any issue in this letter, please contact Ms. Kishida at (510) 337-6824. 

Z//c& 

Dennis K. Linsley 
District Director 
San Francisco District 

Enclosure: 
Form FDA 483 


